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The undersigned attorney received a telephone call from the Examiner on December 4, 2003 
regarding the above-noted application. The Examiner inquired whether a Response was filed, since 
none was received by the USPTO by the August 19, 2003 Response deadline, and thus it was 
assumed that the application was being abandoned. Reinstatement of the application is requested 
since a Response was filed on August 18, 2003 which was fully responsive and which noted that 
finality was erroneous; and upon receiving a subsequent September 4, 2003 Advisory Action 
which did not address withdrawal of finality, the accompanying combined Petition to Withdraw 
Holding of Abandonment/Petition to Withdraw Finality was transmitted to the USPTO via 
facsimile on September 1 1 , 2003 using a Certificate of Transmission in accordance with 37 CFR 
§1.8. Note the bottom of the first page of the Petition. By his/her signature below, the party who 
executed the Certificate attests that he/she personally knows that the Petition was timely 
transmitted. It is therefore requested that the Petition be entered and acted upon before any 
decision be made regarding abandonment. 

If this document is insuffficient to restore the application to restore the application to ordinary 
status, please contact the undersigned attorney as soon as possible so that appropriate measures 
can be taken. If any questions arise with respect to the application, please contact the undersigned 
attorney. The Commissioner is authorized to charge any fees or credit any overpayments relating 
to this application to deposit account number 18-2055. 
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mail in an envelope addressed to: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 
22313-1450. 
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E UNITED STATES PATENT AND TRADEMARK OFFICE 

Serial No.: 09/762,223 Group Art Unit: 3731 

Filing Date: May 7, 2001 Examiner: Milano, Michael J. 

Applicant(s): ANSON et al. Atty. Docket: 78104.018 

Title: DEVICES AND METHODS FOR THE REPAIR OF ARTERIES 

COMBINED PETITION UNDER 37 CFR §1.181(a)(l) 
TO WITHDRAW PREMATURE FINAL REJECTION / 
TO WITHDRAW HOLDING OF ABANDONMENT 

(37 CFR §1.113(a); MPEP 706.07(c)) RECEIVED 

Group Director, Group 3731 D£C I 0 £003 

Mail Stop AF 7ECHwn, 

Commissioner for Patents wvULOQy CENTBr 
P.O. Box 1450 
Alexandria, VA 22313-1450 

As per MPEP 1002.02(c)(3)(a), it is understood that this Petition is to be decided by 
the Group Director of Group Art Unit 373 1 . If this understanding is incorrect, please forward 
to the Office of Petitions or the other responsible entity. 

1. Statement of Facts (37 CFR %1.181(b)) : The facts are as follows. 

The Office Action of February 19, 2000 stated in its Office Action Summary that it was 
a Final action. However, the Office Action otherwise lacked any mention of finality or a 
statement of why finality was being applied (e.g., none of the standard form paragraphs of 
MPEP 706.07 were provided). Additionally, certain claims were subjected to new rejections, 
but these claims had not undergone any amendment in the prioT Response, nor were the 
rejections based on information recently submitted in an Information Disclosure Statement. 
See, for example, independent claim 51: 
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(1) Independent claim 51 was filed in a Preliminary Amendment when the present 
application entered the National Stage. 

(2) Claim 51 was then subjected to a §112(1) rejection in the subsequent September 25, 
2002 Office Action (owing to a lack of the claimed elements being labeled in the 
drawings) 

(3) The rejection was addressed by drawing amendments submitted in a December 24, 
2002 Response. Claim 51 was not itself amended. 

(4) The (Final) Office Action of February 19, 2003 then set forth a new § 102(b) rejection 
of claim 51 in view of U.S. Patent 4,485,816 to Krumme (which was a newly-cited 
reference cited by the Examiner, not by the Applicant). 

In other words, the February 19, 2003 (Final) Office Action was one "where the examiner 
introduce[d] a new ground of rejection that is neither necessitated by applicant's amendment 
of the claims nor based on information submitted in an information disclosure statement filed 
during the period set forth in 37 CFR 1 .97(c) with the fee set forth in 37 CFR 1 . 17(p)" - and 
thus the February 19, 2003 Office Action should not have been made final under MPEP 
706.07(a). This, coupled with the mention of finality only in the Office Action Summary 
(i.e., owing to the lack of customary paragraphs relating to finality), made it appear that the 
checking of the "final" box in the February 19, 2003 Office Action Summary was plain error. 

The Applicant then filed a Response on August 18, 2003, which noted the foregoing 
issues relating to finality at Section 1, page 7 and requested that the February 19, 2003 Office 
Action be treated as nonfinal. 1 The Response otherwise made a complete Response to all 
outstanding matters. However, a September 4, 2003 Advisory Action was then received 
which did not address the issue of finality, and which refused to enter or otherwise consider 
the amendments of the August 18, 2003 Response on the grounds that they raised new issues. 

It is understood that if the finality of the February 19, 2003 Office Action is 
maintained, then the present application effectively stands abandoned for failure to obtain 

1 The delay in filing the Response - which was filed with a 3-month extension - was 
unavoidable owing to reorganization/refinancing issues occurring over the period in question, 
requiring that the application remain untouched. 
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allowability (or otherwise file for continued examination) prior to August 19, 2003 (6 months 
from the date of the February 19, 2003 Office Action). Thus, this Petition is also effectively 
a Petition to Withdraw Holding of Abandonment (though no official notice of a holding of 
abandonment has been received yet). On the other hand, if the finality of the February 19, 
2003 Office Action is withdrawn, the application will still be pending, and will be awaiting 
entry and consideration of the August 18, 2003 Response. 

It is therefore requested that the finality of the February 19, 2003 Office Action be 
withdrawn; and that the September 4, 2003 Advisory Action be withdrawn and replaced (or 
otherwise supplemented) with an Office Action which fully considers the August 18, 2003 
Response, and sets a new period for Response. Such relief is believed to be justified because 
the rejections of the February 19, 2003 Office Action should not have been made final in 
accordance with the standards of MPEP 706.07(a); and this fact, coupled with the 
unconventional presentation of finality (i.e. , the lack of any mention of finality save for in the 
February 19, 2003 Office Action Summary), led to a fair question of whether the indication 
of finality in the February 19, 2003 Office Action Summary was plain error. 

It is understood that as per 37 CFR §1. 181(f), this Petition "may be dismissed as 
untimely" owing to the passage of time since the February 19, 2003 Office Action. However, 
since this language makes dismissal permissive, rather than mandatory, kindly grant the relief 
requested above. Because the finality was contrary to MPEP 706.07(a), and the specification 
of final status was irregular and appeared erroneous, it was believed that the February 19, 
2003 Office Action would not be treated as final (as requested in the August 18, 2003 
Response). In this respect, this Petition is promptly filed insofar as it requests relief from the 
September 4, 2003 Advisory Action. 

As per 37 CFR §1. 181(b), any facts requiring proof are set out in the form of 
declarations or exhibits accompanying this Petition. 
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If any questions regarding this petition or the application arise, please contact the 
undersigned attorney. Telephone calls are welcomed and encouraged. The Commissioner is 
authorized to charge any fees or credit any overpayments relating to this application to deposit 
account number 1 8-2055 . 



For the Applicant, 



ATTACHMENTS; 

• Pages 1-2, February 2, 2001 
Preliminary Amendment 

• September 25, 2002 Office Action 

• Pages 1-9, December 24, 2002 
Response 

• February 19, 2003 Office Action 

• Pages 1 & 7, August 18, 2003 
Response 

• September 4, 2003 Advisory 
Action 




"Craig M Fieschko, Reg. No. 39,668 
DEWJTT ROSS & STEVENS S.C, 
US Bank Building 
8000 Excelsior Drive, Suite 401 
Madison, Wisconsin 53717-1914 
Telephone: (608)828-0722 
Facsimile: (608) 831-2106 
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PATENT 

THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicant^): ANSON ct ah Atty, Docket: 78104.018 

Title: DEVICES AND METHODS FOR THE REPAIR OF ARTERIES 

PRELIMINARY AMENDMENT (37 CFR §L121/MFEP 714.09) 

Box: New Patent Application with Non-Fee Amendment *j p 
Assistant Commissioner for Patents HcCEjVPn 
Washington, D.C. 20231 nCfS , U 

UEC 1 0 2003 

To the Commissioner: , w ' g fifi3700 



Prior to calculation of the filing fee and examination of the above-referenced application 
on the merits, please amend its claims (as amended under PCT Article 34) as follows: 

AMENDMENTS 

In the Specification: 

At page 1 line 4 insert -Field of the Invention- 
At page 1 line 9 insert -Background of the Invention- 
At page 1 line 26 insert —Summary of the Invention-- 
At page 11 line 25 insert -Summary of the Drawings- 

At page 12 line 27 insert -Detailed Description of Preferred Embodiments of the Invention- 
In the Claims: 

Cancel claims 1-50 and add new claims 51-70 as follows: 



I certify (hat this correspondence is being deposited with the United States Postal Service as Express Mail - 
Post Office to Addressee, in an envelope addressed to: Box: PCT, Assistant Commissioner for Patents, 
Washington, D.C 20231. 

£L \rt43Tm$ti US 02 fd^u<^3Dt> \ 

Express Mail Label No. Date of Deposit U 




A fixator for retaining a graft on an artery comprising: 

a. a plurality of first parts for contacting the graft when the device is pierced radially 
through the graft and the artery wall, 

b . at least one second part for contacting the artery when the device is pierced radially 
through the graft and the artery wall, and 

c. a resilient member connecting the first and second parts, 
wherein: 

(1) the resilient member biases the first and second parts towards each other into a 
retaining configuration such that in use the artery and the graft are retained together 
between the first and second parts of the device, and 

(2) the first and second parts are moveable into an open configuration in which they 
are further apart than in the retaining configuration to enable the device to be 
conveyed along an artery. 

The fixator of claim 51 wherein in the open configuration the first parts, the resilient 
member, and the second part are all at least substantially disposed along a common axis. 

The fixator of claim 5 1 wherein in the retaining configuration at least one of the first and 
second parts forms an arcuate shape. 

The fixator of claim 51 wherein at least a portion of at least one of the first and second 
parts is sharpened to enable said part to pierce a graft and an artery. 

The fixator of claim 54 wherein both the first and the second parts are so sharpened. 
The fixator of claim 51 wherein the device is formed from a wire. 



The fixator of claim 51 wherein the device is formed from a shape memory alloy . 
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Summary 



Application No. I ^ptoint(s) 

09/762,223 ANSON ETAL 



Examiner 

Paul A Roberts 

The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



Art Unit 

3731 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 2 MO NTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of lime may be available under the provisions of 37 CFR 1 . 1 36(a). in no event, however, may a reply be timely filed 
after SIX ($) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply wKhin the statutory minimum of thirty (30) days will be considered timely. 

- I f NO period for reply Is specified above, the maximum statutory period win apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period lor reply will, by statute, cause the application to become A8 ANOONED <3 5 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1)Q Responsive to communication(s) filed on . 

2a)Q This action is FINAL. 2b)ED This action is non-final. 

3) G Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) E3 Claim(s) 51-70 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) B Claim(s) 51-69 is/are rejected. 

7) ^ Claim(s) 70 is/are objected to. ^C/jty ^ ?0Qj 

8) D Claim(s) are subject to restriction and/or election requirement ^^^CPa/ 

Application Papers ^3?Qq 

9) E3 The specification is objected to by the Examiner. 

10) £3 The drawing(s) filed on 5/07/2001 is/are: a)Q accepted or b)EI objected to by the Examiner. 

Applicant may not request that any objection to the drawing (s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)D Some*c)g] None of; 

1. B Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachments) 

1) ^ Notice of References Cited (PTO-892) 4) □ interview Summary (PTO-413) Paper No(s). . 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-946) 5) □ Notice of Informal Patent Application (PTO-152) 

3) 03 Information Disclosure Statement(s) (PTO-1449) Paper Mo(s) 9.10.11 . 6) □ Other: 



U.S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) Office Action Summary Part of Paper No. 4 
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DETAILED ACTION ^0 0 
Drawings 

1 . The drawings are objected to under 37 CFR 1 .83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore, the 1 st and 2 nd part, locating member, 
supporting member, and elongated member must be shown and labeled or the feature(s) canceled 
from the claim(s). No new matter should be entered. 

2. A proposed drawing correction or corrected drawings are required in reply to the Office 
action to avoid abandonment of the application. The objection to the drawings will not be held 
in abeyance. 

Specification 

3. This application does not contain an abstract of the disclosure as required by 37 
CFR 1 .72(b). An abstract on a separate sheet is required. 

Claim Rejections - 35 USC § 112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claim 51-66 are rejected under 35 U.S.C 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 
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6. In order to enable one of ordinary skilled in the art to build this invention, all objects in 
which the claims refer must be clearly described in the specification and drawn in the figures. 

7. In claims 5 1-61 the applicant failed to label or describe to what the 1 st and 2 nd parts refer. 

8. In claim 62 the applicant failed to label or describe to what the locating member and 
supporting member refer. 

9. Claims 63-66 are rejected under 35 U.S.C. 1 12, first paragraph, as based on a disclosure, 
which is not enabling. The description of the elongate members is critical to the practice of the 
invention, but not included in the claim(s) and not enabled by the specification or drawings. 

Claim Rejections - 35 USC § 112 

10. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

1 1 . Claims 55 and 62 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 

for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

12. In claim 55, the applicant states "...parts are so sharpened." The phrase "so" requires a 
depending clause to change the normal intrinsic state of the noun being modified. For example, 
"... so sharpened as to allow them to puncture an artery." As written the claim is indefinite and 
is therefore rejected under 35 USC 1 12 second paragraph. An exception to this rule is when the 
word being modified has different levels in which it can be modified, like "the desk was so big." 
The use of the modifier for words like, "free, sharpened, full" is illogical and renders the claim 
indefinite. 
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13. Claim 62 is rejected under 35 U.S.C. 1 12, second paragraph, as containing subject matter 
which was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the invention. . 

1 4. The applicant describes a helical structure in part C, yet there is no mention of a helical 
structure in the specification and no support in the diagrams to substantiate the claimed subject 
matter. 

Claim Rejections - 35 USC §103 

15. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

16. Claim 68 and 69 are rejected under 35 U.S.C. 103(a) as being unpatentable over Green, 
6190401. 

17. Regarding claim 68, the elongate member of the Green device has the capability of being 
in an open configuration, figure 14, and a retaining configuration, figure 1, where in the 1 st and 
2 nd parts are closely spaced, wherein the device is biased towards the closed configuration. 
Further, the elongate member extends between the first and second element and is connected 
between the first and second ends. The modified Green device could be inserted into a graft- 
bearing artery to pierce the graft and artery. Once the device, part 1, is completely pushed 
through the artery, the graft and artery would be maintained between the first and second part 
where in the device would be in the closed position. 
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18. Regarding claim 69, the fixator has 2 parts that are sharpened, allowing it to pierce 
artery and a graft (see figure 14). 

Figure 10 




1st part' 

Figure 14 




Resilient member 
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Allowable Subject Matter 



19. Claim70 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and 
any intervening claims. 

20. The following is an examiner's statement of reasons for allowance: The prior art does not 
teach a fixator with the limitations of claim 68 and biasing element. 

2 1 . Any comments considered necessary by applicant must be submitted no later than the 
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 



art made of record and not relied upon is considered pertinent to applicant's 



Conclusion 



disclosure. 



6071292 



The device has a very similar structure to the second embodiment of the 



invention* 



5540716 



A surgical fastener 



5984949 



A surgical fastener 



5263973 



Surgical stapling method and apparatus 



4317451 



Plastic surgical staple 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Paul A Roberts whose telephone number is (703) 305-7558. The 
examiner can normally be reached on 7:30-3:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Milano can be reached on 703-308-2496. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 305-3590 for regular 
communications and (703) 305-3590 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0858. 



Paul Roberts 
September 17, 2002 



MICHAEL J. MILANO 
SUPERVISORY RATENT EXAMINER 
TECHNOLOGY CENTER 3700 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Serial No.: 09/762,223 Group Art Unit: 3731 

Filing Date: May 7, 2001 Examiner: Roberts, Paul A. 

Applicants): ANSON et al. Atty. Docket: 78104.018 

Title: DEVICES AND METHODS FOR THE REPAIR OF ARTERIES 

RESPONSE TO SEPTEMBER 25, 2002 OFFICE ACTION 

(37 CFR §1.111) 

Box: Non-Fee Amendment 
Assistant Commissioner for Patents 
Washington, D.C. 20231 

In Response to the Office Action of September 25, 2002, the period for Response being set to 
expire on December 26, 2002 (December 25 being a holiday), reconsideration of the objections 
and/or rejections and further examination of the application are requested in view of the following 
amendments and comments. 

AMENDMENTS 
Please amend the application as follows: 

p ^lna Change /nthpr than Those «n Form PTO-9481 (37 CFR §1.121(d)): 

Pursuant to 37 CFR §1. 121(d) and MPEP 608.02(p), (q), (r), and (v), a separate paper entitled 
Submission of Proposed Drawing Amendment for Approval by Examiner (MPEP 608.02(r)) has 
been transmitted simultaneously with this Response. Attached to the Submission of Proposed 
Drawing Amendment is a print or pen-and-ink sketch showing proposed drawing changes in red 
ink or otherwise highlighted, in accordance with MPEP §608.02(v). A copy of the sketch is also 
appended to this Response for your convenience. 



I certify that this correspondence b being deposited with the United States Postal Service* first class i 
in an envelope addressed to: Assistant Commissioner for Patents, Washington, D.C 20231. 

/a-m-D* M-^-ory <nia^y r C&u/fr 



In the Specification (37 CFR § 1 . 121(b)): The changes in each paragraph's content are indicated 
in the accompanying Amendment Sheet illustrating the paragraph and marking the changes made 
therein. 



• Please delete the paragraph situated at page 12 lines 28-30 of the specification and insert 

the following replacement paragraph in its place (with support for the amendment being 

found in claims 51 and 68, as well as in Figs. 1-3 in particular): 

Referring to the drawings, Fig. 1 . illustrates a plan view of a wire-form fixator p], 
connected by welding in the central area. The end termination of the fixator are 
sharpened and shown in the unconstrained (retaining) configuration. The fixator 
[21. which is show " j n fts raining configuration, include elongated members 
IVMl parh extending between Firs t narts 13021 and second parts 13041. yith the 
first narts f3021 and second parts f3041 bein g connected hv resilient members 
T3061. 



Please delete the paragraph situated at page 14 lines 21-24 of the specification and insert 
the following replacement paragraph in its place (with support for the amendment being 
found in claim 62, as well as in Fig. 10 in particular): 

The stabiliser (Fig. 10) consists of two elastically deformable thin strips of metal 
(47) which, when unconstrained form a nominally circular shape (46). The two 
strips are riveted together (45) at the leading edge and are riveted onto a short 
metal tube (49) which has been arranged to retract within a catheter sheath (48). 
The metal tube (A9\ serves ftfi fl locatin g member for locating the device wi(h , 
respect to a catheter, and the distal portion s of the strips (46) define support 
members (320) for supporting the cat h eter on the inner wall of an artery or 
graft. The pmvimal portions of the strips <dto then serve as resilient members 
Q22) which connect the locating mem ber (49) and the sunport members (320). 
with the resilient members (322) biasing t he support members (320) toward fte 
artery wall. As the resilient members (3 22) bias the snnnort members (320) 
toward the artery wall, thev reduce the distance between the end of each 
sup port member (322) and its resilient member (322). thereby causing the 
su pport member (322) to bow radially o utward with rfsnect to the locating 
member (49). 



Page 2 of 14 



Please delete the paragraph situated at page 16 lines 23-26 of the specification and insert 
the following replacement paragraph in its place (with support for the amendment being 
found in claim 62, as well as in Fig. 13 in particular): 

Fig. 13 illustrates methods of forming the distal end of a dilator (110-112) and 
shows schematically, a single wire-form dilator element (107-109) and a wire-form 
deployment and envelope expansion mechanism in the from of a pulling wire (119) 
and a pushing\pulling tube (120). Hfh dilator element includes a dilating 
member (107) having a resilient membe r (350) connecting the dilating member 
(107) to a locating memb er (108) and biasing the dilating member (107) 
towards and into contact with the Inner artery wall, whereby in we the 
resilient memb ers (3S0) cause the dilating members (1071 to apply outward 
pressure to the inner artei- v ™»» to the artery. The nulling wire (119) 
■serves as a means for reducing th e distance between each dilating member 
(107) and each locating member (108). thereby causing the central section of 
said dilating member (107) to bow radially outward with respect to the 
locating member (108) in order to a pnlv increased outward pressure on the 
inner wall of the arterv when the d evice is in use. 

Please insert the following Abstract, which is also provided on a separate sheet appended 
to this Response. 

A device for retaining a graft on an artery, comprising a first part for contacting 
the graft and a second part for contacting the artery when the device is pierced 
radially through the graft and the artery wall, the first and second parts being 
connected by a resilient member, wherein the resilient member biases the first and 
second parts towards each other into a retaining configuration such that in use the 
artery and the graft are retained together between the first and second parts of the 
device, and wherein the first and second parts are moveable into an open 
configuration in which they are further apart than in the retaining configuration to 
enable the device to be conveyed along an artery. 
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In tftf C'flffl* (37 CFR §1. 121(c)): Please amend the claims as follows. Any changes in the 
claims' content arc indicated in the accompanying Amendment Sheet illustrating the amended 
claims and marking the changes made therein. 

• Please amend claim 55 as follows to remedy the 35 USC § 1 12(2) rejection, with support 
for the amendment being found particularly in claim 54: 

55, [AMENDED] The fixator of claim 54 wherein at least a portion of both the first and 
second parts is sharpened to enable said parts to pierce a graft and an artery. 

• Please amend claim 62 as follows to remedy the 35 USC § 1 12 rejection: 

62. [AMENDED] The fixator of claim 5 1 included within a kit, the kit further comprising 
at least one of: 

a. a device for supporting a catheter within an artery or arterial graft, the device 
including: 

(1) a locating member for locating the device with respect to the catheter, 

(2) a plurality of support members for supporting the catheter on the inner wall 
of the artery or graft, 

(3) a resilient member connecting the locating member and the support 
members, wherein the resilient member biases the support members 
towards the artery wall, 

(4) means for reducing the distance between the end of each support member 
distal to the locating member and the end of said support member 
proximate the locating member, thereby causing the central section of said 
support member to bow radially outward with respect to the locating 
member; 
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a device for dilating an artery when delivered translumenally to a locus of an artery 
by means of a catheter, the device including: 

(1) a locating member for locating the device with respect to the catheter; 

(2) a plurality of dilating members, 

(3) a resilient member connecting the dilating members to the locating member 
and biasing the dilating member towards and into contact with the inner 
artery wall, whereby in use the resilient members cause the dilating 
members to apply outward pressure to the inner artery wall and dilate the 
artery, 

(4) means for reducing the distance between the end of each dilating member 
distal to the locating member and the end of said dilating member 
proximate the locating member, thereby causing the central section of said 
dilating member to bow radially outward with respect to the locating 
member in order to apply increased outward pressure on the inner wall of 
the artery when the device is in use. 
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Please amend claims 68 and 69 as follows to conform their terminology to that of claim 
51: 



[AMENDED] A fixator for retaining a graft on an artery, the fixator comprising 
elongated members: 

a. extending between first and second parts, and 

b. being connected between their first and second parts, 
wherein each elongated member moves between: 

(1) an open configuration wherein the elongated member is at least substantially 
oriented along a linear axis with its first and second parts distandy spaced, and 

(2) a retaining configuration wherein the elongated member is bent so that its first and 
second parts are closely spaced, 

whereby the elongated members of the fixator may in the open configuration be inserted 
into the circumference of a graft-bearing artery to pierce the graft and artery, and may then 
be moved to the retaining configuration to situate the graft and artery between the first and 
second parts. 

[AMENDED] The fixator of claim 68 wherein at least one of the first and second parts 
of each of the elongated members is sharpened, whereby it may more easily pierce a graft 
and an artery. 
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REMARKS 

1, Sections 1 and 2: Obiect jmtff tfl flip Pr g " {n f <: 

The objections to the drawings are addressed by the proposed drawing amendment discussed 
above, in accompaniment with the amendments to the specification. All claimed features are now 
clearly indicated. Note that claim 68 has been amended so that the parts (formerly "ends") are 
assigned reference numerals by the amendments to the specification. 



2u Section 3: Abstract 

The abstract from the PCT Publication of the priority application (WO 00/07506) is added by the 
amendments. 

3^ Sections 4-9 of the Office Action: Reject i on of Claims 51-66 under 35 V$C §112(1) 
Kindly reconsider these rejections. It is submitted that the issue is not one of enablement, i.e., 
whether the specification describes the invention in such terms that one skilled in the art can make 
and use (he claimed invention, since the specification contains such detail as per MPEP 2164. 
Rather, the rejections in issue would be more properly posed as objections under 37 CFR 
§ 1.75(d)(1) Gack of correspondence between claim terminology and specification), i.e., the issue 
is basically one of clarity. The specification and drawings have now been amended so that 
examples of the claimed features are more clearly indicated in the specification. 

4, Sections 10-14 of the Office Ac t ion- Rejection of Claims 55 and 62 under 35 USC 

The rejection of claim 55 should be obviated by the accompanying amendment. Regarding claim 
62, the claimed structure is discussed (for example) at page 6 line 18 onward; however, to 
minimize difficulties in conforming the claims, drawing, and specification, the structure in issue 
has been removed from claim 62. 
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& S*rtinns 1S-18 nf the Office Artinn; Reiec t inn nf Claims 68-69 under 35 USC 8103(a) 

\n vi^w nf U.S. Paten* 6.100.401 to Green 
Reconsideration of the rejections is requested. 1 Initially, note that claim 68 recites elongated 
members (in the plural). If Green is regarded as having a pair of elongated members 
302/303/308/304 (as shown in the Examiner's second drawing in the Office Action), Green 
neither discloses nor suggests bending each of the elongated members as recited in claim 68; 
rather, each elongated member stays straight, with the bioresorbable connection between them (see 
column 8 line 62 onward) being bent. Note that the Fig. 10 apparatus is shown "spread- merely 
because the bioresorbable connecting material is not rigid, and that the apparatus is not in fact bent 
when deployed: as depicted in Figs. 7-9 and described in the specification, the Green apparatus 
is driven forward in a U-shaped form, see Figs. 13 and 14, with each 'arm- being in parallel and 
being driven by needle 302, see Figs. 13 and 15, and the apparatus remains in this configuration 
when deployed, without the spacing between the arms being varied. After deployment, the 
bioresorbable connection between the arms dissolves while the arms remain in tissue as retaining 
spikes (see, e.g., column 10 lines 55-60). Thus, Green has no teaching or suggestion that a 
fixator may include an elongated member (much less multiple elongated members) wherein each 
elongated member is bent from a linear form to a form wherein its ends are closely spaced, such 
that each elongated member retains a graft and artery together. Green is simply a rather 
conventional surgical staple having linear arms which remain in linear form when installed in 
tissue, but the "bridge" of the staple is made of dissolving (and flexible) material. Consider that 
this flexible material cannot maintain thearms in aclosely spaced condition (and in fact it cannot 
hold the arms in any fixed location owing to its flexibility), and thus there is no way to use the 
Green apparatus to fix an artery and graft in the manner claimed, nor is there any apparent reason 
why one would be motivated to modify the Green apparatus to provide this capability. In 



• Note that the amendments to claim 68 to change "ends" to "parts" do not effea any substantive 
change to the scope of the claim, and rather are made to conform the language of claims 51 and 68 and 
ensure that all claimed features are denoted in the drawings. 
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contrast, look to Figs. 1 and 3 of the Applicant's drawings for illustration of the readily 
deployable, self-retaining aspects of an exemplary version of the claimed invention. 

& Stations 19-21 of the Office A Kinn; Allowance of Claim 70 
The indication that claim 70 is allowable is noted and appreciated. The claim is not rewritten in 
independent form because it is believed that the current independent claims are allowable for the 
reasons noted above. 



7_t In Closing 

If any questions regarding the application arise, please contact the undersigned attorney. 
Telephone calls related to this application are welcomed and encouraged. The Commissioner is 
authorized to charge any fees or credit any overpayments relating to this application to deposit 
account number 18-2055. 



For the 




lEVmT R( 



ATTACHMENTS: 

• Amendment Sheet ("Marked-Up" 
Copy) Showing Changes to Application 

• Submission of Proposed Drawing 
Amendment for Approval by Examiner 

• New Abstract 



leschko, Reg. No. 39,668 
' ROSS & STEVENS S.C. 
8000 Excelsior Drive, Suite 401 
Madison, Wisconsin 53717-1914 
Telephone: (608)828-0722 
Facsimile: (608)831-2106 
cf@dewittross .com 
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Summary 



Application No. 

09/762.223 



Examiner 
Paul A Roberts 



Applicant(s) 
ANSON ETAL 



Art Unit 
3731 



~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 

Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 2 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION, 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). tn no event however, may a reply be timely filed 

- Failureto reply v*it£in the Vet or extended period for reply will, by statute, cause the application to become ^^DONED {35 U S£ §133). 

- ™ rep? E Tby S£ CWce later than throe months after the mailing date of this commiinication. even rf timely fUed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 30 December 2002 . 
2a)[3 This action is FINAL. 2b)D This action is non-final 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
dosed in accordance with the practice under Ex parte Quayie, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 51-70 is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 



% 



6) S Claim(s) 51-61 and 63-70 is/are rejected. 

7) S Claim(s) 62 is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)U objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) Q The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19{a)-{d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .Q Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 

3D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). _ 
• See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachments) 

_ , ^^/DTfvj»Q9\ 4) □ Interview Summary (PTO-413) Paper No(s). . 

3) El Information Disclosure Statement^) (PTO-1449) Paper No(s) 12 . 6) U Other. 



U.S. Potent and Trademark Office 

PTO-326(Rev. 04-01) 



Office Action Summary 



Part of Paper No. 12 
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DETAILED ACTION 



Priority %^ ® 

1 . Acl$&*88lgment is made of applicant's claim for foreign priority based on two %^ 
applications filed in GB and on 08/03/98. It is noted, however, that applicant has not filed a 

certified copy of the QB patent application as required by 35 U.S.C. 1 19(b). 

2. This application filed under former 37 CFR 1 .62 lacks the necessary reference to the 
prior application. A statement reading "This is a continuation of Application No. 05/07/2001 , 
filed 08/03/1998." should be entered following the title of the invention or as the first sentence of 
the specification. Also, the current status of the parent nonprovisional applications) should be 
included. 

Drawings 

3. The corrected or substitute drawings were received on 12/3 1/02. These drawings are 
accepted by the examiner. 

Specification 

4. Corrections to the specification were received on 12/30/02. The corrections are accepted 

by the examiner. 

5. Addition of the abstract was received on 12/30/02. The abstract is accepted by the 
examiner. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the m ^ 1 nc ;. M iP r ^^. , ".^ g 
and using it, in such full, clear, concise, and exact terms as to enable any person stalled m the m tt 
pertains or wiA which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 
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Art Unit: 3731 

6. Claims 51-63 are rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. The resilent member does not bias the first and second parts. Though the 
specification provides enablement and disclosure for this feature, both the specification and 
claim 51 incorrectly attribute the bending motion of the staple to the resilient member. The 
biasing force that changes the shape of the first and second parts is the stored, mechanical, 
spring-type energy in the first and second parts, not the resilient member. 

Claim Rejections - 35 USC§102 
The following is a quotation of the appropriate paragraphs of 3 5 U.S.C. 1 02 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 51, 53-61, 63-64, and 66-70 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Krumme, US 4,485,816. 

7. Regarding claims 51 and 58, Krumme discloses a surgical staple containing a plurality of 
first and second parts connected by a resilient member wherein the first and second parts become 
close together in the retaining configuration and further apart in the open configuration. See first 
attached diagram. 

8. Regarding claim 53, both the first and second parts form an arcuate shape. 
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9. Regarding claim 54 & 55, the staple has sharpened end points on the first and second 
parts. 

10. Regarding claim 56, the device is made from wire. 

1 1 . Regarding claim 57, the Krumme device is made of a shape memory alloy (abstract.) 

12. Regarding claim 59, the fixator contains a plurality of parts that are integral. 

1 3. Regarding claim 60, the device has two first and second parts. 

14. Regarding claim 61, the surgical staple of figure 5b meets all the limitations of claims 51, 
58, 60, and 61. The Krumme staple contains an equal number of first and second parts, a 
resilient member (the top section of the staple), and is held together by the attaching structure 
(the part that bonds each resilient structure together.) 

15. Regarding claim 63, the Krumme fixator can hold a graft. 

16. Regarding claim 64, the Krumme device illustrated in figure 5a contains two elongated 
members (one elongated member has been painted gray in the attached diagram, the other one is 
white.) The elongated members have an open and closed configuration. In the open 
configuration, the first and second members are spaced; in the closed configuration, the first and 
second members are closer together. 

17. Regarding claim 66, the ends of the first and second parts are sharpened. 

1 8. Regarding claim 67, the elongated members extend entirely between the first and second 
parts. 

1 9 Regarding claim 68 and 69, the Krumme device discloses all the limitations of claims 68 
and 69 which were described in the rejections of claims 5 1 , 53-61 , 63-64, and 66-67. 
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20. Regarding claim 70, the Krumme device can be normally biased in either configuration, 
open or closed, depending on the temperature in which it is stored. 

21 . Claims 51 , 52, 64, and 65 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Shein, US 3,527,2234. As shown in figure 1 , Shein discloses a surgical device containing a 
plurality of first and second parts connected by a resilient member wherein the first and second 
parts become close together in the retaining configuration and further apart in the open 
configuration. Additionally, the Shein device contains two elongated members. The elongated 
members have and open and closed configuration. In the open configuration, the first and 
second members are spaced; in the closed configuration, the first and second members are closer 
together. The Shein device also discloses that the elongated members are aligned in a common 
axis in the closed position. 

Allowable Subject Matter 

Claim 62 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and 

any intervening claims. 

The following is a statement of reasons for the indication of allowable subject matter: 
The prior art does not teach a fixator as claimed in claim 51, contained in a kit wherein said kit 
contains all of the elements of claim 62. 
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Conclusion 



The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. The following patents use shape memory material to cause a shape change in a tissue 
anchor. US 6,200,330; 5,586,983; 6,1 13,61 1; 5,219,358; 6,447,524. 



examiner should be directed to Paul A Roberts whose telephone number is (703) 305-7558. The 
examiner can normally be reached on 7.30-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Milano can be reached on 703-308-2496. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 305-3590 for regular 
communications and (703) 305-3590 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0858. 



Any inquiry concerning this communication or earlier communications from the 



Paul Roberts 
February 10, 2003 
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RESPONSE TO 19 FEBRUARY 2003 OFFICE ACTION 

(37 CFR §1.111) 

Mail Stop Fee Amendment 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

In Response to the Office Action of February 19, 2003, reconsideration of the objections and/or 
rejections and further examination of the application are requested. 

Petition for Extension of Time to Resnnnrt 

The period for response is hereby extended THREE month(s) to expire AUGUST 19, 2003 
by this Petition for a Three-Month Extension of Time. A form PTO-2038 authorizing a charge 
for the petition fee of $465 (37 CFR §1. 17) accompanies this Response. 





I certify that this paper is being facsimile transmitted to the U.S. Patent and Trademark Office as 
follows: 



REMARKS 

1* Status of th e Offir* A ftlp" 

Please note that the Office Action Summary specifies that the Office Action is a Final one, 
but the detailed/substantive Office Action does not so state, nor is a basis for finality set forth as 
per MPEP 706.07(a). Additionally, finality is not believed to be properly applicable because the 
Office Action contains new rejections predicated on U.S. Patent 4,485,816 to Krumme which are 
not necessitated by prior amendments. Therefore, it is believed that the checking of the "Final- 
box on the Summary was an inadvertent error, and the Office Action has been treated as a 
nonfinal one for purposes of this Response. If this understanding is incorrect, kindly reissue the 
Office Action with a statement of the basis for finality, as per MPEP 706.07(a). 

~ Sections 1-2 of the Office Action: Foreign IMn n tv and rmse-Referem* to P.W 
Application 

Please note that the present filing was made as per 35 USC §365(a)/(b), not §365(c), and 
thus it is believed that the priority GB applications should be present in the USPTO's file (since 
these priority applications should have been transmitted from the PCT International Bureau as per 
MPEP 1828/1893.03(c)). Additionally, it is believed that no statement is needed at the outset of 
the application since the application does not rely on 35 USC §120. If this understanding is 
incorrect, please advise. Please note that the priority is properly identified on the Official Filing 
Receipt of July 23, 2001, i.e., the application is a §371 of PCT/GB99/02544 filed August 3, 
1999, which in turn claims priority to GB 9816800.8 and GB 9816802.4, both filed August 3, 
1998. 



2* Information Disclosure Statement 

A new Information Disclosure Statement (with references and fee) is being mailed 
concurrently with the transmission of this Response. A copy is provided with this Response for 
your convenience. Kindly consider the references noted therein in all further actions. 
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